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More than eight months 
ago, large studies found that 
both the Pfi zer-BioNTech 
and Moderna COVID-19 
vaccines reduced the risk 
of illness by more than 
90%. Yet the U.S. Food and 
Drug Administration has 
not yet granted them full 
approval, to the dismay of 
public-health offi  cials eager 
to boost vaccination rates 
as the delta variant sends 
infections skyward.

So what is 
the holdup?

Part of the reason, 
according to experts in 
drug regulation, may be 
simply that the agency can 
aff ord to take the time.

In December, the FDA 
authorized the fi rst two 
vaccines for emergency 
use, and did so for a third 
in February. Those autho-
rizations, though based 
on extensive, rigorous 
research, are temporary 
in nature. Before granting 
permanent approval 
(“licensure”), the agency 
can spend months to make 
triply sure that all regula-
tory requirements are met, 
given that the vaccines are 

available for all who want 
them in the meantime.

Still, with the emer-
gence of the highly trans-
missible delta variant of 
the coronavirus, pub-
lic-health offi  cials are 
eager for the agency to 
move forward, contending 
that full approval may pave 
the way for more people to 
be vaccinated.

That could happen in 
two ways. Physicians hope 
that if the agency licenses 
the drugs, some who are 
hesitant about vaccination 
may become more recep-
tive. Even if not, more 
businesses and institu-
tions may decide they have 
a legal basis for requiring 

the shots, said Greer 
Donley, an assistant pro-
fessor at the University of 
Pittsburgh Law School.

Hundreds of univer-
sities already have insti-
tuted vaccine mandates 
for students enrolling this 
fall, in one case surviving 
a challenge in federal 
court. And on Monday, the 
U.S. Department of Vet-
erans Aff airs announced 
it would require the shots 
for 115,000 frontline med-
ical workers. But with 
full approval, Donley 
said, employers seeking 
to require the vaccines 
may feel they are on even 
fi rmer legal ground.

Either way, FDA’s 

career civil servants, 
accustomed to carrying out 
their careful reviews in rel-
ative obscurity, are under 
public pressure like never 
before.

What is emergency 
use?

The FDA’s power to 
authorize drugs for emer-
gency use is relatively 
new, enacted by Congress 
in 2004 in response to the 
anthrax attacks of 2001.

The agency can grant 
such an approval if it is 
“reasonable to believe” 
that the product may 
be eff ective, and that 
its “known and poten-
tial benefi ts” exceed its 
“known and potential 
risks,” according to the 
statute.

But vaccines are not 
like most drugs, in that 
they are administered 
to healthy people to pre-
vent illness, not to treat it. 
So when the FDA issued 
guidance on what it would 
require before autho-
rizing vaccines against 
COVID-19, the agency 
went beyond the letter of 
the law.

Drug makers learned 
they would need to enroll 
tens of thousands of partic-

ipants, randomly assigning 
some to receive the vac-
cine and others to get a 
placebo. In short, they 
needed to run the type of 
large, well controlled trial 
that is required for reg-
ular approval of any vac-
cine, said biostatistician 
Susan S. Ellenberg, a pro-
fessor emerita at the Uni-
versity of Pennsylva-
nia’s Perelman School of 
Medicine.

On Nov. 9, the partner-
ship of Pfi zer and BioN-
Tech announced that its 
vaccine prevented more 
than 90% of cases of 
COVID-19, far exceeding 
most expectations.

Similar results came a 
week later from Moderna 
Inc., and by the middle of 
December, the FDA had 
authorized emergency use 
of both.

What more do they 
need?

Before granting the 
emergency authorizations, 
the FDA analyzed the rates 
of any side eff ects for two 
months following adminis-
tration of the vaccines.

Any side eff ects caused 
by vaccines tend to arise 
within a month, and phy-
sicians generally agreed 
that two months’ of safety 
data was more than suffi  -
cient — especially given 
the urgency of curbing the 
pandemic during the win-
tertime surge.

The evidence on the 
COVID-19 vaccines was 
promising, with some par-
ticipants reporting tempo-
rary consequences such as 
a fever, headache, or sore 
arm — nothing serious or 
long-lasting.

Why hasn’t FDA given full approval for COVID vaccines?

Brad Horrigan/The Hartford Courant-TNS

Doses of the Moderna COVID-19 vaccine.

Classifieds
Published by The Observer & Baker City Herald - Serving Wallowa, Union and Baker Counties

DEADLINES:

LINE ADS:

Tuesday: 8:30am Monday

Thursday: 8:30 am Wednesday

Saturday: 8:30 am Friday
DISPLAY ADS:

2 Days Prior to

Publication Date

PLACING YOUR AD IS EASY...Union, Wallowa, and Baker Counties
Phone La Grande - 541-963-3161 • Baker City - 541-523-3673

On-Line: 
www.lagrandeobserver.com
www.bakercityherald.com

Email:
Classifieds@lagrandeobserver.com
Classifieds@bakercityherald.com

SATURDAY, JULY 31, 2021

To Place a Classified Ad
Please email your contact information and 

the content to be included in the ad to: 

classifieds@bakercityherald.com

If you are unable to email please call: 

(541) 523-3673

Deadlines for Classified Ads
4:00 PM two days prior to publication

Tuesday Publication..........Friday by 4 PM
Thursday Publication.....Tuesday by 4 PM
Saturday Publication....Thursday by 4 PM

110 Announcements 110 Announcements

114 Self-Help
Group Meetings 

CELEBRATE RECOVERY
Calvary Baptist Church

Third & Broadway
Baker City, OR

EVERY THURSDAY
6:15 - 8:00 PM

LA GRANDE NOW HAS A 
GAMBLERS ANONYMOUS 

MEETING!
Every Friday Night @5pm, 2107 
Gekeler Ln, LG, Church of Christ 
basement. For more info please 
call 971-219-8411 

NARCOTICS ANONYMOUS
Goin’ Straight Group

Meetings:
Mon., Tues. Thurs. & Fri.

Start at 8 PM
Episcopal Church Basement
2177 1st Street,  Baker City

PEOPLE with PARKINSON’S
Caregivers, Family, Friends

SUPPORT GROUP
Contact Judith at 

208-855-9199
Meetings resume @GRH 
when restrictions ease.

AL-ANON FAMILY GROUP 
(Support for family & friends of 

Alcoholics)
Tuesday evenings

Joseph Methodist Church 
(basement on northside) 

Joseph, OR
6-7pm. Contact 541-398-1398 

OVEREATERS ANONYMOUS
Tues., Noon - 1 PM

Baker County Library
Archive Room

2400 Resort St., Baker City
Call: 541-540-5326 
-or- 541-523-5128

Please Leave a Message

AL-ANON
Meetings are in person 
with social distancing

Help for persons who 
have been affected by 

someone else’s drinking
Saturday, 9 a.m. 

NOCC - Nazarene Church
1250 Hughes Ln. ∙ Baker City
(541)519-7227 or (541)239-7323

114 Self-Help
Group Meetings 

NARCOTICS ANONYMOUS
541-805-2229

neo-na.org

AA MEETINGS
Wednesday Nights, 7-8:15pm. 
Fort Union Grange Hall, corner 
of McAlister & Gekeler Lanes. 
For more info, call 541-786-1222 

AL-ANON Attitude of Gratitude. 
Wednesdays, 12:15-1:30pm. 

Faith Lutheran Church. 
12th & Gekeler, La Grande. 

541-786-2051 

NARCOTICS  ANONYMOUS
Monday, Thursday, & Friday
at 8pm. Episcopal Church

2177 First St.
Baker City

Drug Problem? 
We can help!

Narcotics Anonymous
Phone: 541-805-2229

www.neo-na.org

DOES EVERYONE 

KNOW YOUR 

BUSINESS
Even if you think they do, 

you'll have to keep remind-

ing them about it.

T.O.P.S.
Meets every Tuesday Morning 

8:30 a.m.-10 a.m. 
LDS Church in Island City. 

Fragrance Free Group

CELEBRATE RECOVERY
Calvary Baptist Church

Third & Broadway
Baker City, OR

EVERY THURSDAY
6:15 - 8:00 PM

DO YOU HAVE....
HURTS, HABITS 

and/or HANG UPS?
12 Step Biblical Support

Harvest Church
3720 Birch St. Baker City

Thurs., 6:30 - 8:30 PM 
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Hospice & Pallative Care, LLC
“Affirming life......every day, every time”

VOLUNTEER
doing what you love!

Volunteering is so rewarding 
and a great way to contribute 

to your community.
If you would like to volunteer 
a little, a lot, or once in awhile, 

go to www.gohospice.com
and fill out a volunteer application

If you need assistance contact:

Lori at 541.524.7688

PULL TABS 
ACCEPTED 

AT THE FOLLOWING 
BAKER CITY LOCATIONS

 ∙  Baker City Herald
 ∙  Dollar Tree
 ∙  Black’s Distributing
 ∙  Ryder Bros
 ∙  VFW
 ∙  Baker Elk’s Lodge
 ∙  Main Event
 ∙  Lefty’s Tap House
 ∙  Little Bagel Shop
 ∙  Baker City Fire Dept.
 ∙  Haines Sell-Rite
 ∙  Idle Hour
 ∙  Salvation Army

Take Yo
ur Pick

Take Yo
ur Pick

The classifieds are ripe with 

opportunity. Have a look at 

the employment listings today.

GET QUICK CASH 
WITH THE

CLASSIFIEDS!
Sell your unwanted car, prop-
erty and household items
more quickly and affordably 
with the classifieds. Just call
us today to place your ad and 
get ready to start counting 
your cash. The Observer 541-
963-3161. The Baker City Herald 
541-523-3673

You Never Know What You’ll 

Find At A Collectors West 

Gun & Knife Show!

AUGUST 7-8  
Pendleton Convention Center

Sat: 9a-3p, Sun: 10a-3p • $7 • Free parking


